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November 30, 1999

Document Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane
Room 1061
Rockville, Maryland 20852

Re: Docket # 97N-484s

Dear Sir:

I have written to the FDA previously about proposed regulation of bone allograft
as devices. In order to prepare allograft for use in orthopedic applications, some
“fashioning” of the bone is necessary prior to insertion. This “fashioning” of the
appropriate size or shape is typically performed at the operating table by the
surgeon or assistant or in other cases, by the vendor of the allograft (the Red Cross
tissue banks or otherwise). Such manipulation of the bone does not require FDA
oversight. Not only is such oversight not necessary from a scientific or safety
point of view, but also likely would add to the significant expense and lack of
availability of allograft bone. It is bad enough that donors of bone are in short
supply, but to add unnecessary bureaucracy to the process likely would make
the availability and cost such that a true harm would come to the public.

I encourage you to forget about the regulation of bone allograft. On a cynical note,
it appears that this issue is a rather artificial one and unfortunately was started in an
anti-competitive fashion by one or more manufactures of metal spinal implants (in
direct competition with allograft).

*age, M.D.
DRL/p.o.-t: 12/02/99
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